KPATKA XAPAKTEPUCTHKA HA ITPOJAYKTA

1. HME HA JEKAPCTBEHM IIPOAYKT

BECLOFORTE 250 micrograms/metered actuation, pressurised inhalation, solution
BEKJIO®OPTE 250 mukporpama/ao3UpaHo BOPECKBaKe, pa3TROP NOJ HAIATAHE 232 HHXAJIalHs

2. KAYECTBEHH KOJIHYIECTBEH CBCTAB

BEKJIO®OPTE e nosupana JiekapcTeeHa Gopma, IpH KoaTo ce ocBoboxnasar 250 mukporpama
GexnoMeTa3soHoB AUNpPONHOHAT (beclometasone dipropionate) Ha BIPbLCKBAHE.

3a MRJIHEA CITHCHK HA TTOMOIIHHTE BEIIeCTBa BHAKTE TOUKA 6.1,
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PasTsop oA HAJIAraHe 3a HHXanaluAa.

4.1 TepanerTHYHH NOKA3AHHS

BexmoMeTa3s0HOB AMIIPONIHOHAT OCHTYPsBa e(leKTHRHO NPOTHBOBEINANUTENHO JelicTeHe B Gemte
Apo6ose H MpeAara BE3MOXKHOCT 3& IPEBAHTHBHO JIeUeHHe Ha OpOHXHATHATA aCTMA,

TIpodrmakTiueH KOHTPOI OpH:

Jexa gpopma na 6ponxuanna acmma (croiirocrd Ha BEJT no-ronemu or 80 % ot npenpugexaTe
mpeny HaYanoTo Ha JeYeHHeTO CTORHOCTH ¢ BapradumiocT o 20 %): matHeHTH, H3HCKBALE
UEPUONMYHO, O-YECTO OT CHH30ANYHO, IPUICKEHHEe Ha GPOHXOMANATATOP [IPY HATHYHE HA
CHMITTOMATHKA.

Cpedno mexcxa dhopma na 6ponxuanna acmma (croiuoct Ha BEJ Mexxny 60 % u 80 % or
HpelBpHIeHIATe IIPe HAYANOTO Ha NeveHHeto ¢ Bapuabunuoct mexy 20 % u 30 %): nanuenTH,
HYAASIIH C& PETYISPHO OT NEKapeTBO 38 adTMa H HAUKCHTH ¢ HeoTalMIHA WK BIOMIARBAINA C6
acTMa, NMOITTOKEHH Ha IPOMUIAKTHMHA TEPATIHI HIH IPHEMAIIH ¢aM0 OPOHXONUIATATOP.

Teoxexa thopma na bponuxuanna acmma (Crolinoctr Ha BEI no-manku ot 60 % oT npegpuaeHuTe
Opey HAYANOTO Ha JIeYeHHeTo cToMuocTy ¢ raprabmmHoer Hag 30 %) naupenTH ¢ Tesxka GopMa Ha
xponmuna Gpouxuanya actMa. [Ipy npeMUHABAHE Ha BUCOKA 038 HHXAIAUMOHEH GEeRIOMeTa30HOB
AHMPONHOHAT TIPH MHOTO UALMEHTH, 3ABHCHMH OT CHOTEMHU KOPTHKOCTCPORAM 33 AeKBATCH
KOHTPOJ Hil CHMITTOMATHKATA, € BE3MOMNKHO 3HEMHTENHO 1a HAMAEES WK A4 OTHalHe HeoGXoMuMocTTa
OT NMEPOPATTHH KOPTHKOCTEPOMIIL

42  No3snpopka H HAYMH HA NPHJIOKEHAES
BEKJIODOPTE e npeauasHayueH camo 3a HHXQRATOPHO NPHIIOKEHNE,
IamuenTrTe TpitBa Aa ObJar 3aMO3HATH ¢ MPOPHIAKTHUHATA TPHPORA HA JEYEHHETO ¢ HHXANATOPeH

GERIOMETa30HOB TMIIPOITHOHAT H Y€ JICKapCeTBOTO TPIORaA Aa 0e NpHeMa PeAOBHO, ZOPH MPH JIHCa Ha
CHMITTOMH, :




JIEKAPCKH CBEET.

Haunemme, KOHTO CPeliaT TPYAHOCT MPH KOOpAHHUpaHe Ha BANMIBAHETC CH H BIPHECKBAHETO HA
JICKapCTBOTO 4pE3 NOZHPAIIOTO ycmOﬁCTBO, MOTAT Ha HU3IIOI3BAT 34 YyIeCHeHHE obemua KamMepa.

Br3pacTHH 1 feta Han 12 rommau:
Ha naumeHTHTE Ce Ha3HAYaBa HAdaiaHa H03a Ha MHXANATOPEH OeKNOMETa30HOR JHIIPOIMOHAT,

MOAXOAANA 32 TEKECTTA Ha TAXHOTO 3adongsane, Ha Gazara Ha clieqHHuTe 00IIH HACOKH:

Jexa ghopma na bpouxuauna acmma: No OBE BIPECKBAHMA AHEBHO,

Cpedno meaicka popma na bponxuaana acmmg: 5o 1 000 MuKporpama JHEBHO, KATO JO34Ta Ce
pasripeaens B HIKOJKO NPHeMa Ha JIEH,

Teorcka ghopma na dponxuanna acmma: 1 000 mo 2 000 Mukporpama JHeBHO, KaTo 03aTa Ce
pasnpeaes B HAKOKO MpreMa Ha JeH.

I[osa'ra MOXKE Cilell TOBa fa CC NOYTOYHH 0 IOCTHIaHe Ha KOHTPOI Ha 3a00NIBaHETO HIIH Jace
HaMaJIH 0O MHHUMaJIHaTa eq)eKTIfIBHa A03a CIIOPEA HHOHUBHIYANHHTE HYIH.

CrieilHaJIHH rpyIH NAHeHTU:
He e Heo6xomuMo Aa ce XOpHrHpa A03aTa MpH N0~-BE3PACTHH NALHEHTH HIIH NPH CTPafalliid OT
yepHOAPoOHH Wiy 6B0peyHH 3a60N9BaHUA.

4.3 TIlporueomokazanus

BEKJIO®OPTE e npoTHeONOKazaH NpH NALHEHTH CHC CBPBXUYBCTBHTETHOCT KHM HAKOS OT
CBCTABKUTE MY.

4.4 CrenuanHn npeAynpeXACHEA H NpefUa3HH MepKH npH ynorpeda

JMedgeHueTo na OpoHXHamHara acTMa TpsOBa Aa CAeBa CThIANOBMaHA cxeMa. Edexrsr oT
IPOBEAUIRHOTO NEUSHHE TPAORA A& Ce NpelicHABA KIHHHYHO M ype3 QyHKIHoHanHM 6enoapobHH
H3CHEIBAHMA.

Tlornmenata ynotpeba Ha KPATKOASHCTBAIIM HHXANATOPHH [3; ATOHHCTH 34 KOHTPOI Ha
CHMITTOMATHKATA TIOKA3RA BIOABAHE HA KOHTPONA HA acTMaTa. B TAKHRA CIyYaM TepaneBTHYHATA
cxeMa Ha faleHTa Tpadsa fia ce npepasriexia.

Pa3KoTO M IPOrpecHpallo BIOMIABAHE HA KOHTPOIA HA ACTMATA MOGKE 3 3ACTPAIIH KHBOTA Ha
NALHEHTA B & HeoBXOMMMO A Ce MPeLEHH BE3MOKHOCTTA 33 NOBHILIABAHE HA JO34TA HA
koprrkocTepoumire. IIpy nanuenTiTe, 30 KOMTO ¢& CUHTA, e ¢a WIMKeHH Ha pUeK, Tpsbsa aa ce
Ha3HAYUH exeHeBHO HabIONeHNE HA PECTIMPATOPHIS NebHT.

BEKJIODOPTE He ¢ npegnazHaued 3a ORNAJABAHE HA OCTPH [PHCTHIIM, 8 32 NPONBIDKHTENHO
HONIBPIAILO JIeHeHHe, 3a OBNABAHE HA OCTPATA ACTMATHYHA CUMITTOMATHKA ce Hpuara Onpao- 1
KpatkojeHoTRal HHXaNaTopeH OPOHXOAMTATATOD.

J“Iekapm‘ 'I'pHSBa Ha C¢ YREPH, Me TCXHHKATA HA HHXATHPAHES HE NAUHEHTa ¢ HPABRHITHA H BIIPRCKBAHETO
€ CHHXDOHMINPARO ¢ BAHIMEBAHETO ¢ e ONTHMAIHG NOCTRIBAHE Ha JEKAPCTROTO B OenuTe }.1])06013@.

TIpH numca Ha OTrOROP FITH IIPH TEXKKY ACTMATHYHH MPHCTHIH JO3aTa HA HHXAATOPHH
GeKIOMETAZOHOB TUNpoImMoraT TpAOEa Ja ce yBemHw, AKo € HeoGXoMMMO, KEM leverHeTo Tpalea ga
ce npubaBsT CHCTEMHH KOPTHKOCTEPORIM W/HITH aHTHOHOTHIE, KOraTo & HamHIe MHAESKIHA.

BCHUKH HEXamaTOPHH KOPTHKOCTEPOUIH MOraT A4 MpeJHsBHKAT CHCTEMHH eQeKTH, 0C0
BHCOKH JO3H, IPHIATaHH 33 HPOXELKETENHM IeproiM. BeposTHoCTTa TaxuBa edexiH
IPH HHXAATOPHH KOPTHKOCTEPORIH ¢ 3HAYATEIIHO [T0-MANKA OT Ta3H NPH IIEPOPAIH
KOPTHKOCTEPOHIH. BE3MOXKHITE CHCTEMHM €eKTH BRIFOURAT CHHApoM Ha KyIumHr, ¢
YepTH NOAOGHH Ha Te3U NMpu cHHApoMa Ha Kymunr, HapOpbpeuta cynpecnsd, 3abapaye
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P Kelia H IOHOIIM, HAaMAJIBAHE Ha MUHEPAJIHaTa IYGTHOCT HA KOCTHTE, KaTapakTa H IIlayKkoMa.
IMopajy Ta3d NPHYMHA € BAXKHO MHXAATOPHHA KOPTHKOCTEPOM Ja Ce THTPHpa A0 Hah-HUCKATA 1034,
TIPH KOATO ce TIOAIbPKA edrkaceH KOHTPONL. (k. Touka 4.8).

Ipenopsusa ce peryaspHo caeleHe Ha PLCTA Ha Jellata, KOMTO pHeMAaT HHXANATOPHH
KOPTHKOCTEPOUIM NPONBILKUTEIHO BpeMe,

Hskou nuua nposBABaT B O-BUCOKA CTEICH IIPEAPA3NOAOKEHHE KbM eeKTHTe Ha HHXANIATOPHHTE
KOPTHKOCTEPOUH, OTKOJIKOTO [IOBEYETO MALIHEHTH.

Topaju BE3MOXKHOCTTA 33 HApYIUaBaHe Ha HagOBOpeuHaTa dyHKINT NANUEHTHTE, IPEMUHABALIH OT
IIepopansi CTEPOHAY KbM HHXAIATOPCH OeKIFOMEeTa30HOB JAHIIPONHOHAT, H3HMCKBAT CIICEHAITHO
BHHUMaHHE W PETyAApHO HabmoaeHHe Ha afpeHOKOPTHKANHATA HYHKLIHSA.

Chen BLBEKIAHETO HA HHXAaJaTOpeH OeKIIOMETaz0HOB JAHNOPOIIHOHAT OTTEIIIAHETO HA CHCTEMHOTO
JIEYCHHC TPH6BEI. Ja c& OCBUICCTBEABRA IIOCTCIICHHO M IMALIHEHTHTE Oa 6’b,f[aT HacepYaBaHH oa HOCAT
NpenynpenuTesnHa KapTa 3a CTCPOHAHO ICUCHUe, KOATO Oa IIpenynpexaapa 3a Bb3MOKHA
HBOSXOJI[/IMOOT OT AONBJHHTEITHO ASUEHHE B ClTyYaH Ha CTpeEC.

I'lo nopo6en HaYKH MPEMHUHABAHETO OT CHCTEMHOTO CTEPOHMIHO JIeUCHHE Ha HHXANATOPHO MOHAKOTa
IeMacKHpa anepriudHi ChCTOSHHS KaTo PHHHTH HIH eK3eMHE, KOHUTO IO MOMEHTA ¢a Oy
KOHTPOJNHPAHK OT CHCTEMHOTO JieKapeTso. IIpH Te3u chCTOSHAA Ce NPenophYBa CHMIITOMATIYHO
JieYeHHe C ARTHXHCTAMMEM W/ WITH JIeKapCTBEHH MPOAYKTH 32 JIOKAMHO IIPHI0KEHHS, BKJI. JIOKATHH
CTEPOHIH.

JledeHHeTO ¢ GeKIOMETA30HOB JHUIIPONHOHAT HE ’I’pﬂGBa Aa C¢ IIpeKpaTsABa pA3KO.

Kakro n IIpH BCHYKH OCTaHaAH HHXAJATOPHH KOPTHKOCTEPOHAH, KbM IFANHNCHTHTE ¢ aKTHBHA HITH
JIATCHTHa 66.]'10)1})061—1& Ty6ep1cy1103a TpﬂﬁBa Ja ce IMoaxX0oKIa ¢ IOBHIUEHO BHHMAHHE,

TManpenTuTe TpsGBa fa ObaaT HHGOPMUPAHH, Ye APOXYKTHT ChABPIKA MAJIKH KOJIUYECTBa €TaHON 1
rnuuepon. Te3u BenecTBa ca He3HAUUTENHN B PAMKHUTE Ha HOPMAITHHTE NO3H M He Mpe/CTaBIaBaT
PHCK.

4.5 BianmoaeiicTBHe ¢ APYTH JeKAPCTBECHH NPOLYKTH H Apyru OpMH Ha B3aMMOAeiicTBHE

BEKJIODOPTE cbaspika Manky KONHYECTBA eTaHol. FIMa TeOpHTHYHA BE3MOXKHOCT 32
B3aHMOZEHCTBHE TIPH OTASIHH MALHEHTH ¢ IOBHIIEHA JyBCTBUTEAHOCT, IpHeMally qucydupaM Wi
METPOHHOAIOI.

4.6 BpeMeHHOCT H KbpMeHe

Hsama aoctaThuno nauuy 3a 6e300acHOCTTa Ha GeKIOMETa30HOB NUIIPOIHOHAT HIIH NOMOIITHOTO
BelectBo HFA 134a (terpadizyopoeran, Hopdmypas) npu SpeveHAH sKeHH.

Camo IpH CHCTEMHO IpUaraie Ha BHCOKH J03H Ha 6€IOMeTa30HOB JUIIPONMOHAT NPH JKHBOTHH ca
HabMNIORABaHH! HEKENIAHH JISKapCTBEHH PeaKIMi TUITHYHHE 32 MOLITHHTE KOPTHKOCTEPOUIH;
JHPEKTHOTO MHXANHpPaHe OCHIYPsIBa MHHHMAITHA CHCTEMHA SKCTIO3HLIHS,

ITpoyuranus Ha edpexta Ha nponenenta HFA134a pepxy penpomykTeBHuTe GYHKIHH H
eMGpHodeTanHoTO Pa3BHTHE IIPH JKHUBOTHH IIOKA3BAT JIUIICA Ha KINMHHYHO PEeBAHTHM HEXEaHH
cpbutus. CienoBaTeNnHoO e MaJIKO BEPOsTHO HesKeaHU JISKApPCTBEHH PEaKliy, CBbP3aHH ¢
NIPOIIEEHTA 13 ce NPOABAT [IPH XOpara.

[MpusaraneTo Ha IeKapcTBa 10 BpeMe Ha GpeMeHHOCTTa TpaGBa Ja CTaBa caMo aKo o4
3a MaHKaTa OpeBHIlaBa B3MOXKHHTE PHCKOBE 3a IUIOAA.

He ca npoBexxaanu crenupUyIHH H3NUTBAHUA, H3y4aBally IPeMHHABAHETO Ha Ge
JUMPONMOHAT B MAIIHHOTO MIIAKO IPH KEPMELIH KHBOTHH.

[Ipeanonara ce, ue GEKIOMETA30HOB IUIIPOIIMOHAT C& OTJHEMN B KbpMaTa, HO IpH
HpUeMaHH upes THPEKTHA MHXaNalus, ChIeCTBYRBa MHOIO Majlka BEPOATHOCT 3a A
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3HAYUMH HHBA B KbpMaTa. H3noi3eaHeTo Ha OeKN0oMeTas0HOB SHIPONHOHAT YIPH KhDPMAYKH H3HCKBEA
OlleHKa Ha JeuebHna edext cripsaMo IIOTEHIHANHRA PHCK 32 MalikaTa M KbpMadero.

4.7 EderrTH BppXy cmocofHOCTT2 32 mopnpane » padora ¢ Mamunn

Hama ronsgMa BeposSTHOCT GEKJIOMETA30HOB JUNPONHOHAT a IPSIN3BHKA HAKAKES e(eKT BEPXY
croco0HOCTTA 38 o HpaHe H paboTa ¢ MaLIHHH.

48 Hexenann JJekapcTBeRH peakiHy

Tlo-mony ca w36pOeHH HeKeNaHUuTe JEKAPCTBEHH PeakUHH CTIOPE/ CHCTEMO-OPTaHHATA KIacH KA
H aGcomoTHATA YecToTa. HeskenaHHTe peakuyy ce WIacH(GHIHEPAT 110 YecToTa 10 CASIHHA HauHH:
MHoro yectu (= 1/10), wecrr (= 1/100 1 < 1/10), vewectu (= 1/1 000 1 < 1/100), peaxu (= 1/10 000 1
< 1/1 000) 1 Muoro peaxu (< 1/10 000), Bxnroysamy eAHHWYHN choOmeHHd. MHOTo YecTHTe, YECTHTE
¥l HeYECTHTE HEKENAHH JISKAPCTBEHH PEaKLH B TIOBEYETO CITydaH ca GHITH YCTAHOBEHH ITO JaHHH OT
KIIMHHAYHE M3nuaTeaHus. [IpH npecMaTaHeTo Ha 4YecToTaTa Ha Te3H PeakilHi He € B3€TO NOj BHUMAHHe
PasNpOCTPAHEHHETO UM [IPH [pHeManiuTe nnauebo u cpasHETENHaTa rpyna. PeakuTe H MHOTO
PEAKHUTE HeXKeNaHy PeakIiiH B IOBEYETO CllydaHt ca GHIIH YCTAHORSHH OT ChoOmMEeH s, NOKIaABaHH
TpH ClIeAperueTpallMOHHA YIIOTpeOa Ha NPONYKTa (CIIOHTaHHH ChOOIEeH ).

Hudexumy u uHbecTANHYN

Mruozo wecmu: Kanpmunosa Ha ycTaTa M I'kpioTo.

Tlpy HAKOM MALMENTH Ce Pa3BHBa KaHAMAO3A Ha YCTaTa M I'BP/IOTO, KaTo 3a60/1eBaemMOCTTa Ce
NOBHINABA TIPH AO3MPOBKa, npesuwasaiya 400 MIkporpama GEKIOMeTa30HOB AUNPONHOHAT AHEBHO.
TlaugentuTe ¢ BUCOKM HHBA HA Candida precipiting B KpBBTA, NOKA3BAUM NPeNHINHA HHbEKIHS,
PA3BHBAT TOBA YCIIOXKHEHHE [O-yecTo. 3a Aa ce u3berHe uhdexiua ce npenops4ba HINTAKBAHE Ha
ycTaTa ¢ Bofa ciael Hexanupade. CAMNTOMATHYHATA KAHIHA03a C@ JIEKYBa C JIOKAJIHH
HPOTHBOTEOHYHH TeKapcTea, 6e3 Nia e HeoGX0MMMO /A Ce TIPEKBbCBa IEHEHHETO C HHXATATOPHKA
$eKIIOMeTa30HOR TUIIPOIIHOHAT.

Hapyinenus na IMyHHaTa cHCTEMA

CrobIaBaHi ca peakliuy Ha CBPHXYYBCTBHTENHOCT COhC CHEIHHTE IPOABH:

Hevecmu: OO0puBH, yPTHKApHi, ChPOEN, epHTEM.

Muozo pedru. OTOX Ha OUMTE, JIMLETO, YCTHUTE M IEPHOTO, PECIIHPATOPHH CHMITOMHE (ucnHes
w/uni GPOHXOCTIA3bM) M aHA(UIAKTOMAHI aHahHIAKTHYHN PeaKiHH.

HapyreHHd Ha SHAOKPHHHATA CHCTEMA
BramokHuETE cHeTeMHH edekTH BKIIOUBAT (BK. TouKa 4.4):

Muozo pedxu: Cungpom Ha Kyuunr, CHMITOMH M YepTH TIoI00HH Ha Te3H NPH CHHAPOMA Ha
Kyumnr, HanOs0peyHa cynpecis, 3abaBsHe Ha pacTexa IPH Jeld M FOHONIH,
HaMa/IgBaHe Ha MUHEPaNHaTa IU'ETHOCT Ha KOCTHTe, KaTapakTa, [IayKoMa.

TIcyxuHA HApVITIeHHs
Muozo pedxu: TpeBOXKHOCT, HAPYIIEHHA B CHHA M NPOMEHH B [TOBEIEHHETO, BKIDOUHTEIHO
XHIEPPEaKTUBHOCT K PasfpasHHUTEHOCT (MPeAUMHO APH AeLa).

Pecnuparophu, rphEHY U MEOHACTHHAIHA HADYINEHNL
Yecmu: Jpe3raBocT Ha riaca, XpazHeHe Ha I'BPJIOTO.

ITpy HAKOK MALHEHTH MHXANATOPHHS GEKIOMETa30HOB JHIIPOIIHOHAT MOKE Aa NPHUMHU [TpeCHIIBaHe
HHXalHpaHe. Moske Aa ce 0OMHCAH U3NOA3BAHETO HA 00EMHa Kamepa.

Mrnozo pedxu. IMapagoxcaneH GpOHXOCIIAZBM.

KakTo ¥ IpH OCcTaHANHTe BUIOBE MHXANIATOPHO JICUCHNE, TPAORA Aa ce HMa MIpe;
OT IosBa Ha MapagoKcaie GPOHXOCTIA3EM ¢ HETIOCPEACTBEHO YCHBAHE HA XPH
npueMaHe Ha Jo3ara. B Takes ciydaii TpaOna He3a6aBHO Na ce MprIIOXKH OBp30|
uHxanatope Spouxogunararop. IpueMa Ha GEKIOMETA30HOB AUMPOMHOHAT TP
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NpeycTaHOBH He3abasHO, MAUMEHTHT A2 ce IIperiea H Ipy HeOOXOAMMOCT Aa Ce Ha3Hauu
anTepHATHBHO JIeYeHue,

49 IIpenosupane

KpatkoTpaiiHo HHXaTaTOpHO NpHeMaHe Ha GeKIOMeTa30HOR AHIIPONHOHAT B JO3H, IPEBHIIABALL
MpeNopRUBAHATE, MOXKE Jid JIOREZE 10 RPEMEeHHO NoTHekane Ha HanOsOpeunara dyHkmg. Topa He
Hayara B3eMaHeTO Ha CIIeHIHE MEpPKH, Thii kKaTo HaxOsOpedHaTa QYHKLMS ¢ BB3CTaHORABA CleH
HSAKOJIKO JHH M TOB2 MOYe Aa ¢e YIOTBBP/IH Yype3 HpociesBaHe HHBOTO Ha INIa3MEHUA KOPTH3OM.

AKO ripHeMaHeTo Ha MO-BHCOKH A03H NPOABIDKABA IBIT0 BpeMe, TOBa MOJXKE Ja AOBEE A0 U3BECTHA
CTeleH Ha notuckane Ha HaabrOpeunara ¢pyuxuua. Heobxonmmo e HaOmoneure Ha HaaGLOpeunns
pezeps. [pu npego3upane Ha 6EKIOMETa30HOB AHIPONHOHAT HHXAJIATOPHOTO JIEUeHHe MOXe Jia
MPOIBIDKH C 034d, aJeKBATHA 332 KOHTPOIMpaHe Ha CHMITOMATHKATa.

5. DPAPMAKOJOTHYIYHA TAHHHA
ATC kom: RO3BAO1
51 ®apMaxoamHAMHYHE CBOMiCTBA

BexnoMeTa30H0B AUNPONHOHAT & MpeKypcop ¢be cnad apuHHTET KBM IMIIOKOKOPTHKOBIHUTE
peLienrropH. XuApoaH3HUpa NOA NeHCTBHETO Ha eCTEPA3HATE €H3UMH [0 AKTHBHMA MeTabonuT
HexnomeTazon-17-MOHOIPONMOHAT, KOWTO NPosABABa MOIIHA JIOKANHA IPOTHBOBB3NATHTENHA
AKTHBHOCT.

52 @apMakoKHHETHYHH CBOlicTBA

Pezopbyun
CucteMHaTa pe3opOLMs HA HEIPOMEHEHHU OGEKIIOMETa30HOB AUIIPOIIHOHAT CIIe HHXaJaTOPHO

NPUAOKEHHE ce U3BRPIUBA Npe3 Oenua Apob ¢ npeHeOpeKMMO Majlka OpaHa pe3opOius Npu
NOMTBLNAHE Ha 4acT OT Ao3ara. B 6emusa apob GerroMeTa3soHOB THIIPONMOHAT SKCTEH3HBHO Ce
TpaHchOpMHpa 10 AKTHBHUA cH MeTaboMHuT HexitoMeTazoH-17-MOHONPONHOHAT Npeny pe3opOusTa.
CucteMHaTa pesopOrs Ha 6eKIOMETa30H- 1 7-MOHONPOITMOHAT € KaKTo npe3 Genud npod, Taka K
OpaNHa IpH NorkJHaTaTa Ao3a. AGconoTHaTa GHOHATHYHOCT Ha OeKoMeTa3oH-17-MOHONPOHOHAT
CHeJ MHTPAHA3AIHO NPUIMKeHHe ¢ mpubimuzutenHo 60 % ot HopManHaTa 3a GeknoMeTason-17-
MOHOTIPOIIMOHAT J034. BexIoMeTa30HOB JUNMpPONHOHAT ce pe3opOupa 6bp30 KaTo JOCTHIa MUK Ha
IUTa3MEHaTa KOHHEHTPAIHA (ty,, ) caen 0,3 vaca. BeknoMerason- 1 7-MOHOMPOMHOHAT ce pe3opbHpa mo-
BaBHO - ty,, € 1 gac. CyicTeMHaTa €KCIIO3HIKA PACTE NOYTH JTHHEHHO ¢ YBeTHYaBane Ha
HHXanaropHara nosa. Crnex repopalHo OpKAcKeHHE Ha OCKIOMETa30HOB AHIPOTIHOHAT
OHOHANHYHOCTT2 MY € IpeHe0peKHUMO Mafika, HO B Pe3yITaT Ha TpaHchopManuaTa My A0
SextoMeTasod-17-MOHOPOMOHAT TIPEAH CHCTEMHATA pe30pbuus, ce pe3opOupa NpHOIH3HTENHO
40 % ot npHuetaTa xo32 Mox popMata Ha OeKToMeTa30H- 1 7-MOHONPOIIHOHAT.

Pasnpedenernue
PaznipenencHueTo Ha GeKIOMETa30HOB AUMPONUOHAT IPH paBHOBecHa (steady state) KOHUEHTpalys B

TEKaHUTe € yMepeHo (20 [), Ho e no-ekcTeH3MBHO 3a GerIoMeTasoH-17-MoHonponuoHaT (424 1).
CBBP3BAHETO ¢ [LIA3MEHHTE TIPOTEHHH € YMepeHO BHCOKO (87 %).

Memaboruzbm
BexrnmoMeTa3oHoB AUIIPOIMOHAT ¢ H3IIEUBA MHOTO OBP30 OT CHCTeMHATa LupKyanis. MeTabomsMeT
ce ONOCPEACTRA OT €CTePa3HUTE SH3HMM, KOUTO Ce CpelIlaT B oBeueTo ThkaHu. Oc
Ha MeTaboausMa € akTHeHEA MeTaGomuT (GexioMeTa3oH-17-MOHOTIPONHOHAT).
BTOpPOCTENEHHMTE METAGONHUTH GeKIOMETa20H-2 | -MOHONPONIHOHAT 1 OeKIIoMe
MATBK IPHHOC B CHCTEMHATA SKCITO3HIHA.




Eruwunupane
EnuMuaMpaHeTo Ha 6eKITOMETa30HOB AHTPOIHOHAT H GekIoMeTazoH-17-MOHONPOIIHOHAT ce

XapaKTepH3Kpa ¢ BUCOK MasMeH KIMpBHE (150 1 120 I/h) ¢ kopecrnionaupain TepMuHanes
€MMMHHALHOHEH NOJYKHBOT B ruiazmaTa ot 0,5 u 2,7 h. Cnen nepopaliHo nprioxkeHue Ha MapKupaH ¢
TpuTHiT OEKIOMETa30HOB JUIPOTTHOHAT MPHOMH3KHTENHO 60 % OT mo3aTa ce excKkpeTHpa BbE deleca 3a
96 yaca OCHOBHO KaTo CROGONHM ¥ KOHIOTHPaHU TONgpHH MeTaGonwrd. TIpubnuzurenso 12 % or
103aTa ce eKCKPeTHpa B ypHHAT2 KaTo cBOOOAHH M KOHIOTHPaHH NOMApHU Metabonuty. BeOpednust
KIHPBHC Ha OeKIIOMETAZ0HOB JUIPONHOHAT M HETOBUTE METabOINUTH © MpeHeOPEKUM.

5.3 IpesxJMHHYHEH JaHHH 3a GezoNacHOCT

Hpe;[KJ'II/IHPI‘IHHTe HJAHHH 3a Ge300aCHOCT noxaspar, e GeKIOMeTa30HOB JUIPOMHOHAT NMPOABABA
l‘Ip6H86pe)KPIMO Manka CHCTEMHA TOKCHYHOCT, KOraTo Ce Ipuiara Ypes HHXananus,

ITpu u3ciaeaBaHud, NpOBeIeHH ¢ INKPOK CIIEKTHP OT JKHBOTHHCKH BUIOBE, MOIOKEHH B
NPOABIDKEHHE HA IBe FOAHHU HA €KeTHEeBHA eKCITO3MIUA ¢ BHCOKH KOHIEHTPALMH (HAIBUIIABALIH
MHOT'OKpaTHO [IO3HTE, KOUTO € BE3MOXHO Jja IIpHeMe IaliieHT) Ha MOMOIHOTO Beluecteo HFA134a
(HecbamrpaKaly xAop ¢peoH) e yeranoseHo, ye HFA134a HamMa TokcHYEH edeKxT.

6. DAPMATIEBTHYHN JAHHHA

6.1 CrhnuchbKk HAa NOMOLHHTE BeIIeCTBA

1.1,1.2 rerpadnyopoeran (HFA134a amu Hopdurypam)

Erawnosn, Cessonen

I'numepon

6.2 HecnBmecTHMOCTH

Hsma onucanm.

6.3 Cpox Ha roAHOCT

2 TOAUHH

6.4 Crennmaanu ycJoBHS HA CHXpaHeHUe

Benauara cnien inO'rpe6a MOCTaBeTE KanavykaTa IINETHO Ha MACTO, HOKATO LEPaKHe. He uzmonseaiite
IIpeKoMEpHa CHIIa.

Ja He ce cexpanasa Hag 30°C.
Ja He ce 3aMpasasa. J]a ce ra3u OT HpAKa CIHGHYSEA CBETIIHHA.

KaxTo npH noseyeTo HHXANATOPHHA IPOJYKTH B ONAKOBKH IO HAJAraHe, TeParneBTHHHUAT edeKT
MO3Ke ia HaMasnee, KOraTo aAlyMHHUEBHAT KOHTEIHED € H3CTYACH.

MeTanuuar KOHTeﬁHep € 04 HansAarade. lIa HE CC HpOGHBa, YUYIH HIIH H3rapia, Jame Koraro € BHAHUMO
Tnpases.

6.5 [apHum 3a 0DAKOBKaTa

BTOpH'{Ha OIIaKOBKA: KapTOHCHA KYTHA.

IIbpBHYHA ONaKOBKA: KOHTEHHEp OT AlyMHHUH. ATYMUHHEBHAT KOHTEHHED € 3afl
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NOMITa — KJIANa 1 € NOCTAaBEH B TUIacTMAcoBO ycTpolicTeo (MHxanep) ¢ paznpbeKBalla Nosa,
HaKOHEYHHK M 3aIIHTHA KarayKa.

Konnuectro B enpa onakoska: 200 MHXanaTopHu JO3H.
6.6 Crhenmajaun npeaAnA3HH MEPKH NPH H3XBBPAsAHE H padoTa

BEKJIO®OPTE e npepaGoTeH ¢ Lel OTCTpaHABaHe Ha X0p-ChAbPKaliTe GpeoHU
TpExIopodGIyopoMeral H guxiaopoaudyopomerad. He chbIecTRYBA OHACHOCT 32 [AlMEHTa OT
HaIUYMETO Ha Te3H GpeoHH, HO Te Morar Ja JONpHHECAT 32 paspyllaBaHe Ha O30HOBUA C7I0i B
armocdepata. [IpepaboTeHHAT NpoayKT chABPIKA HOB aepo3oi, HFA134a, koliTo HIMa HeraTHBHO
BB3ICHCTBHE FBPXY OKOMHATA cpefa. Mojke 1a OTKpHeTe MHHHMATHH Pa3IHIia BBB BKyca Ha HOBHA
aepo30I K 3BYKa Ipu ynorpeba Ha Huxarnepa.

AxtusHoTO BemectEo B BEKJIO@OPTE, kaxkTo H HAYMHET HA ASHCTBHE HA AEKAPCTBEHHS MPOIYKT ca
HenpoMeneru. Hanonseaiite nmpepaGorenus BEKJIO®OPTE 1o chlHg HAYHH, KAKTO FPeAUIIHHTE.
Tpabea na umare npeneuz, ye BEKJIOOOPTE csabpixa Manko KOMTHYECTBO €TaHOM (AIKOX0I),
no-Mainko ot 18 mg B enHa no3a.

WHCTPVKIIMH 3A VIIOTPEBA

IpoBepka uva Muxajepa:
[Mpenn na wanonzsare MHxanepa 3a NbPRH BT WM ako Bammat Vinxanep He e Ouil H3TI0N3BaH B

TpONG/DKCHHE Ha efHa CIMHMLIA, WK [HOBEUe, OTCTPAHETe MITACTMACOBATA Karayka Ha MyHILyKa upe3
BHHUMATEITHO CTUCBaHe OT JBeTe H cTpaHH, pasiwiaTeTe Huxanepa nobpe u npecHeTe €AMH BT BBB
BE3/IyXa, 33 /1a C€ YBepHTe, 4 paboTu.

Hznonzeane va HMixanepa:
1. OtcTpaHeTe KanaykaTa HA MYHIOUIYKA Upe3 BHUMATEIHO IPATHCKAHE OT JBETE CTPAHH.

2. Tlpoeepere Muxanepa OTBBIPE M OTBBH, BKIFOUHTENHO MYHIIITYKA, 32 HAIIMYHE Ha pasxiabeHy
4acTH/CROBOAHY HACTHIIM.

3. Pasxnarere Huxanepa ao6pe, ¢ K0eTo Ja OCHIYPUTE OTCTPAHABAHE HA EBEHTYAITHH CBOOOIHM
HACTHIH M PABHOMEPHO CMECBAHE HA CBABPKAHUETO.

4. Hpwixre Hexanepa MexIy OpeeTHTE H TATEUA, KATO [MANCHA TOCTABHTE JOJY TIOJ MyHIILYKA.
5. Wsmmmaiire u ciex TOBa NOCTABETE MYHIIIYKA B YCTATA O MEKILY 350UTe H 3aTBOPETE YCTHU
OKOJIO Hero, O3 1a ro 3axarsare.

6.  Benmara, cllei kato 3a0ovHeTe BAMMIBAHETO Npes YeTara HATHCHeTe BLpxa Ha MHxanepa, 3a ja
Brpbokate OeKIOMeTas0HOR JAHIPONUOHAT, KaTO BAMILATE NPOXLLKHTENHO ¥ ABI60KO0.

7. Joxaro sanbpxare apXa ¢, HzsageTe FMiuxanepa oT yerara H MaxXHeTe NPBCTa OT RhPXa HA
Huxanepa. 3aapexre bxa cH, J0KaTO BH € BB3MOKHO,

8. Axorpabsa ga noemere noseye Ha Spoi 103w, saxpeacre Huxanepa narope W witakafire
TIONOBHH MUHYTA, CIeNX KOeTO NORTOpeTe peficTaudra or 1.3 jo 1.7.

0. BupHere KamaukaTa HA MACTO BBPXY MYHIIUYKA Ypes HATHCKAHE [0 [IPAKBARETO H,

BAJKHO! Hanbimasaiite Bp3MOmKH0 110-6aBHO NeACTRHATA OT TOUKH 5, 6 ¥ 7. BaxKHO € fa sanouHers
Aa BIMIIBATE KOMKOTO € BE3MOMKHO N0-0aBHO TOUHO lipesu sapetictraneto Ha HMaxanepa,
Vopaxugpaiite ¢¢ npen orieauio NPT HAKOIKO ITETH. AKO Cl1e1 HEXATHPAHE BUINTS KAIYUIM 10
Baums Maxanep Wi oTcTpaHH IO YCTHHTE CH, TPAOka Jia OBTOPHTE NpHemMa.

AKo nexypalpAT nexap By ¢ Jan Apyr HHCTPYKOMM 3a yrorpeba Ha Muaxanepa, Mons cnaseaiive ru
BHUMATETHO.

Xopatra cbe cna®u peue tpabea ga epacar Husanepa ¢ nqeere paie. Jpara noxazanena tpsabsa ja ce

Tlouycriane:

Bamusr Hexanep patpa na Ob1e IMOYHCTBAM ITOHE BEIHERK CEIMHYHO MO CITSTHES
1. Haepnaiite MeTanunsg KOHTeHBep OT niacTMacosara vyacT Ha Huxanepa u o
KanaukaTa Ha MyHIIYKA.

2. HznnakHeTe AMACTMACOBATA YACT H KATIAYKATA ¢ TOTHIA BOJA.

7



3. OctaBere r'u Aa H3CHXHAT Ha CYXO H TOINIO Mscto. He ru Harpssaiire.

4. OrHOBO NOCTaBeTe Ha MACTO METAMHUS KOHTEHHep 1 KarayuKara.

Btp BofaTa MOXE a2 pa3TBOPUTE Ciab NeTepreRT NAK Pa3TBOp OT THIIA Ha Te3H 3a U3MHBaHe Ha
GyTrikn 3a xpaseHe Ha Oebeta (mOThpceTe CHRETA Ha apManierT), Cliel TOBa U3IUIaKHeTe OOMIHO ¢
YHCTA BOAA.

He noctapsaiiTe MeTanHua KOHTeHHEp BBB BOJA.

7. HPHTEXATEJ HA PASBPEINEHUETO 3A YIIOTPEBA

Glaxo Group Litd.

Greenford road, Greenford.

Middlesex UB6 ONN,

BenuxoSpuranns

8. HOMEP HA PASPEIIEHMETO 3A YIIOTPEBA

20040397

9. JATA HA IBPBO PASPEINABAHE/MOTHOBABAHE HA PASPENIEHHUETO 3A
VIIOTPEBA

Jara sa nspBo paspewmiabane: 29.03,1994 r.

,I[a'ra Ha MOCJIEAHO IMOIHOBABAHES!

10. JATA HA AKTYAJIM3NPAHE HA TEKCTA




